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PEHTIO^S REGARDI NG PATENT TERM ADJUSTMENT UWPER Sf :7Mf h f 

Sir; 

in accorciarice with 37 C.F.R. |;l.7Da(b), Appfieant hfefeby apjslfes for pqterrt term 
adjustment uMer 36 U.S.C, § 1S4(b) of 585 days, Tfits application is being ffted vs/ith the 
payrnent of th^ issue fee, ^ required by 37 C.F.R. § 1.706 (b), 

I Fee 

As required by 37 G.F.R. § 1 J05{b)(1), this appiicattofi is accpmpanied by a rsquest to 
charge Deposit Accouht No. 5JH4PS for $ 206.00 to cover m required fee (as defined in 37 
e.F.R, § 1 .18(e)). Please ciiarge ^riy deficiencies or any addittorjal fees due in response to this 
request to Deposit Account 50-4408. 

il Statsmertf o? the Facts Invofwd 

A. G©ft«ct Patent Term Acy ustmem 

The Notice of Aliowahce, vvhiph was mailed or? Oetober 23, 2009. indtcaiecl a preliminary 
Patent Term Adjustmi^il of 403 dayis. 

Patentee has calcuiated an irtittal patent terrn adjMStment of 585 days based op the 
faflowiRgiacts: 



Cas0 Lmf 

in Wyeth V. Kappp$, 2010 U.S. App. Lexis 309. the Federal Gfr<jujt affirmed the 
mierpretation of 35 U.S.C. § 154M2) by tteDistrict Court of the Dtstfiet of Cofumbia Ifr 
V, Dudas, 580 F, Supp. 2(j 13a. 2{50S. The Federal Circust afftFmed the detemii^^^ 
USPTO misconstrued the firstsentence Gf as U>S.D. f 154(b)m(A), and m & r^ulf. Impr^per^ 
denied Wyetb a portion of patent term to wtiieh Wyeth was entitled yrtder 36 y.S.C. § 154. 

in the opinion, the Court stated thai'-thePTO's view is that any adm|rt(s|ta^^ 
under § 154(b)(1)(A) overlaps any 3-year maxrrtiuni pertcferiqy delay under 1 1S4(t)KtX8)i the 
appSicant gets credit for 'A delay' or for *B deiay/ whichever is larger, but never A + B." 
However, Plaintiff Wyeth argued that the § i a4(b)(1)(A) and § 154fb)<l HB) period overlap ort^ if 
they occur on the sanne calendar day or days. The Court determined that Wyefh's construction 
of § 154fj3)(2KB) was <;orrect. 

Simply put, the holding of the Court is that the e)cclt*ded overiap recited in the first 
sentence of 35 U.S.C. § 154(b)(2KA) only occurs ifaSS U.S.a § 154(b)(2)(A) perioci and a 35 
y .S.G. § 1 S4{b)(2){B) period run concurrently. As such, a patent holder (S entitled to reGOUp the 
35 U.S.C. § 154(b)(2)(A) period that fails outside of the 35 U.S,C. § 154(b)(2)(B) pefipd M 
addition to the 35 U.S.C. § 154(b)(2KB) period itself: 

Relevant Dates 

The above identified appiicafjon has a 35 U.S.C. §371 iing datfe of Ju!y 24, 2006. 

The first Office Action, which was a Restriction Requirement, was matted on Januarys, 
2009, resulting in a PTO delay of 473 days beyond the 14 months provided by 35 U S G 

§1S4{b). 

A Response by Patentee was filed March 9, 2009, within the 3 months provided by 35 

U.S.C, §1 54(b). 

An Office Action was mailed April 3, 2009, within the 4 months provided: by 36 U.$.C. 
§1 54(b). 



A Response by Patentee was filed July 2, 200S, within the 3 montJis provided by 35 
U.S.p. §1 54(b). 



A supplemental Amendment was fifed September 10, 2GQ9, resulttftg in a patentee delay 
of 70 days beyomi the 3 months provided by 35 U.S.C. §1S4(&). 



A Notice of Af[o«/ance was mailed October 23, 20Q9, witbin tbe 4 monttis provided by 36 

U.S,C.§154(b). 

The issue fee has been paid on January 22, 2QtO in a paper accompanying the instant 
petition, within the 3 montbs provided by 35 U-0;C;. §t54(b). 

Accofdingiy, the tnitigj PTO adiustment: based on delay under 35 t;>S,C. § 154{b)(i)|A) is 
473 days. 

The tnitiai 35 U.S.C. § 154(b)(1)(B) period for the instant application began on 4ufy, 24, 
2009 (three years after the filing date of July 24, 2006) and will end on the date of tssuanqe. 
The initiai 35 U.S.C- § 154(b)(1)(B) period runmng from July, 24, 2009 untii payme^ 
fee (January 22,, 2010) is 182 days. 

There was 0 days of PTO delay under 35 U.S.C. § 154(b)(1 }(A) that overlap with the 
initial 35 U.S.C, § 154(b)(l)(8) period that should be excluded from the patem term adiustment 
calculation under the holding of Wyeth v. Kappas. 

There were 70 days of Appiicant delay under 35 U,aC. §154(b){2KC)> 

Accordingly, the sum of the 35 U.S C. § 1S4(b)(2)(B) de!ay (182 days) and 35 U.S-C. § 
1S4(b)(2)(A) delay (473 days) less the overlap days (0 days) and less Applicant delay days f 70 
days) results in an inittai PTA of 585 days. 

The inftiai PTA printed on the Notice of Allowance is only 403 dsys, which the USPTO is 
pr^surried tcj have caiculated using the method considered proper before the holding of Wyeth k. 
m>m> Applicants therefore respectfuliy request reconsideration of the initiai PTA caicuiation. 



B. Temiinal Dli^tlairns^r 

The abovs-ldentffied patent is subject to a Terminal Discfaimer fiied September 10, 2009 
over pending application Number 10/593,461. Patentee disclaims the terminai part of the patent 
granted on the tnsfant appflcation that would extend beyond the expiration of any patent granted 
oh the pending appi icatiofi H umber 1 0/593,46 1 . 



C. Reasona&le Efforts 

Any applicant delays under 37 C.F -R, § 1 .?Q4 are set forth above. There vver^ no (Jth# 
circumstances constituting a failure to engage tn reasonabie efforts to conclude processfrtg of 
examination of the above-identified application, as set forth in 37 p,F.R. § 1.704, 



Novartis Institutes fer Bioljifeciical Researdh, Irtc, 

220 Massachusetts Avenue 
Cambridge, IV1A 02139 
(617) 871-5027 




Sophie Binet Cross 
Agent for Applicant 
RM. No. 69,494 



Date: January 22, 2^J10 



